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Application No. Applicant(s) 

^ 09/897,433 GROUZMANN ET AL. 

Office Action Summary 

Examiner Art Unit 

JeanC.Witz 1651 
The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
i Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILiNG DATE OF THIS COMMUNiCATION, 

- Extensions of tifiie iiiay bo dva^lahie uDder tne provisions of 37 CFk 1 13d(;.o in no uvent. hi>;-over, n,av a ropiy ;)o tinini, Tiicjc: 
cVlfr SlA ('■)) MONTHS from tiie iiidiiifig ddttt uf tfiib ujiiiri ilji n^.ation 

^ - If ihe ppricd for reply speafieO above is lyss than thn-tv /:vn rj^vs h ropl. wrbm th^^ slafutory mmimurTi of tmrty orO) n;:]-.s '.viii bo ^^xis.jrM-d tn-noiy 

^ - If NO period for reply is specified above, tbe niaxmiuiii statutory penod wtil apply and v;ill expire SIX fdONTHS from ine mamng (fate of^^this comnuiOioaiion 

- Failure to -epiy within the set or extended period for reply will, bv statute cajse the application to become ABANDONED (35 U S C § 133) 

- Aoy reply received by the Office later than three months after the- fTiaihncj da*e of this communication, oven if timely filed, inay reduce any 
earned pa'ent term adjustment See 37 CFR 1 704{b} 

Status 

I ^ Responsive to connmunication(s) filed on 06 November 2002 . 
2a)n This actionis FINAL. 2b)I2 This action is non-ftnal. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
I closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

I Disposition of Claims 

4) [Z] Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) 2-12 and 14-16 is/are withdrawn from considerat.on. 

j 5)0 Claim(s) is/are allowed. 

1 6)0 Claim(s) 1,13,16 and 77 is/are rejected. 

i ?)□ Claim(s) is/are objected to. 

I 

; 8)n Claim(s) are subject to restriction and/or election requirement. 

I Application Papers 

i 9)n The specification is objected to by the Examiner. 

! 10)n The drawing(s) filed on is/are; a)^ accepted or b)^ objected to by the Examiner. 

: Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1 )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

I If approved, corrected drawings are required in reply to this Office action. 

12)0 The oath or declaration is objected to by the Examiner. 
: Priority under 35 U.S.C. §§ 119 and 120 

I 13)n Acknowledgment is made of a claim for foreign pnority under 35 U.S.C. § 119(a)-{d) or (f). 
i a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received, 

2.n Certified copies of the priority documents have been received in Application No. 

I 3.n Copies of the certified copies of the pnority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C, § 119(e) (to a provisional application) 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121, 
Attachment(s) 

rJotice of References Cited (PTO-892) 4) □ interview Summary (PTO-4 1 3) Paper Nu(b). 



2) □ Notice of Draftsperson s Patent Drawing Review fPTO-948) 5) U Notice ot Informal Patent Application (PTU-152) 

3) [fj Information Disclosure Statement{s) (PTO-U49) Paper No(s) 4J 6) □ Other: 



IS -> 
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DETAILED ACTION 
Election/Restrictions 

Applicant's election without traverse of the species of dipeptidyl peptidase IV and 
arthritic diseases in Paper No. 8 is acknowledged. 

Claims 2-12, 14-16 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected species, there being no allowable generic or 
linking claim. 

Claim Rejections - 35 USC § 112 

Claims 1, 13, 17-18 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The claims are drawn to the treatment of arthritic disorders comprising the 
administration of dipepityl peptidase IV (DPP IV). 

Applicants' showing is limited to the administration of DPP IV to rabbits treated 
with histamine resulting in decreased airway obstruction due to the histamine. This 
showing Is asserted to indicate that DPP IV inactivates substance P. Applicants 
postulate that inactivation of substance P will treat the multitudinous numbers of various 
and disparate disorders potentially related to increased amounts of substance P. 

There appears no question that DPP IV degrades substance P (see Abstract of 
Heins at al.). However, it remains unclear and not shown that the administration of DPP 
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IV will result in beneficial treatment of arthritic diseases. The state of the art uses 
inhibitors of DPP IV in the treatment of arthritis (see Abstracts of Tanaka et al. and 
patent to Villhauer) and DPP IV found in human serum is used in the treatment of 
diseases involved in immune deficiencies as an immune stimulant (see patent to Duke- 
Cohan et al.)- Rheumatoid arthritis, one of the most common arthritic diseases, is 
considered to be an autoimmune disease resultant from an overactive immune system. 
Clearly, stimulation of an already overactive immune system would be considered, 
absent a further showing, to be counterproductive. 

While a single example may provide broad enablement in cases involving 
predictable factors, such as mechanical or electrical elements, in cases involving 
unpredictable factors, more is required. In re Fisher , 427 F.2d 833, 166 USPQ 18 
(CCPA 1 970). Per the state of the art, a prima facie case of unpredictability, and 
therefore enablement, exists. Absent a further persuasive showing, one of ordinary skill 
in the art would be unable to practice the disclosed invention without undue 
experimentation and still have a reasonable expectation of success. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jean C. Witz whose telephone number is (703) 308- 
3073. The examiner can normally be reached on 6:30 a.m. to 4:00 p.m. M-Th and 
alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (703) 308-4743. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
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872-9306 for regular communications and (703) 872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 



0196. 
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